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DETAILED ACTION 

Continued Examination Under 37 CFR 1.114 

1 . A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1 .17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1 .17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 
3/26/2008 has been entered. 

Acknowledgements 

2. This office action is in response to the reply filed on 3/26/2008. 

3. In the reply, the Applicant amended claims 13, 14, 16. 

4. Thus, claims 13-16 remain pending for examination. 

Claim Rejections - 35 USC §112 

5. The following is a quotation of the first paragraph of 35 U.S. C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

6. Claim 16 is rejected under 35 U.S.C. 112, first paragraph, as failing to comply 
with the written description requirement. The claim(s) contains subject matter which 
was not described in the specification in such a way as to reasonably convey to one 
skilled in the relevant art that the inventor(s), at the time the application was filed, had 
possession of the claimed invention. Claim 14 recites the limitation that the coating 
comprises polylacticglycolic acid microspheres including dexamethasone. The 
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specification does not describe using that polylacticglycolic acid microspheres including 
dexamethasone as a coating on the catheter (see paragraphs 56). The specification 
does not recite polylacticglycolic acid microspheres including dexamethasone as acting 
as a substance that is delivered to the ports for resisting the fibrous occlusion of the 
drug delivery ports, but not as a coating on the catheter. The Examiner suggests 
deleting the claim recitation. Appropriate correction is required. 

Claim Rejections - 35 USC § 103 

7. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

8. Claims 1 3-1 6 are rejected under 35 U.S.C. 1 03(a) as being unpatentable over 
Rise et al (5752930) in view of Urry (551 9004). Rise et al discloses an implantable drug 
delivery system comprising: a storage area (19; Fig 4) for storing a drug, a meter for 
metering a predetermined, effective amount of the drug; delivery means for (Summary, 
col 2, Ins 66-col 4 Ins 34) delivering the effective amount of the drug to a patient to treat 
a disorder, the delivery means comprising: a catheter having a plurality of drug delivery 
ports (172), the drug delivery ports being movable between an open position to deliver 
the drug to the patient, and a closed position (172, Summary). However, Rise et al 
does not expressly disclose drug delivery path preservation means comprising a coating 
on the catheter for interacting with fibrous occlusion-forming substances to resist fibrous 
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occlusion of the drug delivery ports and wherein the coating comprises poly(glycine- 
valine-glycine-valine-proline). 

9. Urry teaches that it is known to have drug delivery path preservation means 
comprising a coating (col 3, Ins 26-col 4, Ins 14; col 7, Ins 10-13, col 8, Ins 56-col 10, Ins 
20) on the catheter (col, 3, In 45) for interacting with fibrous occlusion-forming 
substances to resist fibrous occlusion of the drug delivery ports and wherein the coating 
comprises poly(glycine-valine-glycine-valine-proline) for the purpose of low propensity 
of adhesion of proteins, cells, and other biological components that can result in 
impaired functioning (col 3, Ins 26-col 4, Ins 14; col 7, Ins 10-13, col 8, Ins 56-col 10, Ins 
20; wherein the Examiner notes that poly (GVGVP) is disclosed as resisting the 
formulation of adhesion of cells and macromolecules). It would have been obvious to 
one having ordinary skill in the art at the time the invention was made to modify the 
implantable drug delivery device as taught by Rise et al with the drug delivery path 
preservation means as taught by Urry for the purpose of the purpose of low propensity 
of adhesion of proteins, cells, and other biological components that can result in 
impaired functioning. 

1 0. Claims 1 3-1 6 are rejected under 35 U.S.C. 1 03(a) as being unpatentable over 
Heil, Jr. (5041 107) in view of Urry. Heil, Jr. discloses an implantable drug delivery 
system (10) having a storage area (14; col 5, Ins 29-38) for storing a drug; a metering 
for metering a predetermined, effective amount of the drug though a drive electrode 
(22), a power source (12) and oppositely charged return electrode (26) (col 2, Ins 8-56; 
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col 4, Ins 16-30); a delivery means for delivering an effective amount of drug comprising 
a catheter (14) having a longitudinal axis (Fig 1) and having a plurality of drug delivery 
ports (22, 32, 44) being a plurality of slits (22, 32, 44) that are movable between an 
open position to delivery the drug to the patient and a closed position (col 3, Ins 54-56; 
col 4, Ins 7-9; col 4, Ins 16-30). Further, Heil, Jr recognizes and is directed to provide 
an improved drug delivery catheter that combats and functions through anticipated 
tissue encapsulation. 

1 1 . However, Heil, Jr. does not expressly disclose drug delivery path preservation 
means comprising a coating on the catheter for interacting with fibrous occlusion- 
forming substances to resist fibrous occlusion of the drug delivery ports and wherein the 
coating comprises poly(glycine-valine-glycine-valine-proline). Urry teaches that it is 
known to have drug delivery path preservation means comprising a coating (col 3, Ins 
26-col 4, Ins 14; col 7, Ins 10-13, col 8, Ins 56-col 10, Ins 20) on the catheter (col, 3, In 
45) for interacting with fibrous occlusion-forming substances to resist fibrous occlusion 
of the drug delivery ports and wherein the coating comprises poly(glycine-valine- 
glycine-valine-proline) for the purpose of low propensity of adhesion of proteins, cells, 
and other biological components that can result in impaired functioning (col 3, Ins 26-col 
4, Ins 14; col 7, Ins 10-13, col 8, Ins 56-col 10, Ins 20; wherein the Examiner notes that 
poly (GVGVP) is disclosed as resisting the formulation of adhesion of cells and 
macromolecules). It would have been obvious to one having ordinary skill in the art at 
the time the invention was made to modify the implantable drug delivery device as 
taught by Heil, Jr. with the drug delivery path preservation means as taught by Urry for 



Application/Control Number: 10/636,182 Page 6 

Art Unit: 3767 

the purpose of the purpose of low propensity of adhesion of proteins, cells, and other 
biological components that can result in impaired functioning. 



Response to Arguments 

12. Applicant's arguments with respect to claims 13-16 have been considered but are 
moot in view of the new ground(s) of rejection. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to ANDREW M. GILBERT whose telephone number is 
(571)272-7216. The examiner can normally be reached on 8:30 am to 5:00 pm Monday 
through Friday. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Kevin Sirmons can be reached on (571)272-4965. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Andrew M Gilbert/ 
Examiner, Art Unit 3767 
/Kevin C. Sirmons/ 

Supervisory Patent Examiner, Art Unit 3767 



